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Murray Lappe, M. b- .
p~~sident
eSczeen, Incw
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Dear Dr.. Lappe:
.,~-’+:”::q
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We are writing to you becau.~e,the Food and-Drug
Administration (FDA) has reviewed i~fofiatlon that revealed
a serious regulatory problem involvlng the product known as
eScreen Drugs of Abuse. This device COnthUeS to be

promoted and commercialized t~rough your web site at the
Iqternet address: http://www.eScreen .com

Under a United States Federal law, the Federal Food, Drug,
aq~ Cosmetic Act (Act)r this .prod~~ct is considered to be a.
medical device because it is.used to dmgr~ose

or treat a

medical condition or to affect the structure or function of

the body. The law requires that manufacturers of medical”-

devices obtain marketing clearance for theik products from
FDA before they may offer !~hern for sale,

This helps

protect the public health by ensuring that new,medical .
devices are shown to be ei~!?er ‘afe and ‘ffectlve ‘r

other devices alreadY ~ega~~Ysubstantially equivalent W. .
marketed in this country- j
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Although you sub itted a presnarket notification for this
device ~ ~?l . . it was not cleared, and you are
prohibited from marketing this device:

~oweve~, the

Product & Services page oft your web szte,indica~e~ that( ,
“eScreen currently has hundreds of locatlons and ls rolllng
out-across the country-”

On June 12, 2000, Dr. Steven Gutman,
Disector, Division of

Clinical Laboratory Devices~ Office of Device Evaluationr

Center for Devices and RadioJ~gical Health, Food and Drug
Administration~ sent you a L~—- 2.
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Because you do not have marketing clearance fzom FDA for,
OTC distribution of this device, market~ng your product 1s

a violation of the law. Zn Iegal.tems, the product is

adulterated under section 501(f) (l”) (E) and.misbranded under

section 502(QI Of the ‘ct- Your product is adulterated

unde~ the Act because you did not obtain premazket approval

based on information developed by you that s~oWs,YoUE
device is safe and effective- Your product 1S ml:branded
tinder the Act because you did not submt infomatxon that

shows your device is substantially equivalent to other

devices that are legally marketed.
law may

You should know that this serious v~olat~on of -the
result in FDA taking regulatory action ~zthout further,
notice to you. These actiom$”-include, b~t.are not l~mlted

tot seizing your product inwntoryf obtalnzng ~ court
injunction against further marketing of the product, or

assessing civi~ money penalties;
:
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It is’ necessary for yOu to take action on this matter now.. .

Please let this office know in writing wi~hln f~fteen
(15)

working days from the date you.
receive th~s letter” what

steps you axe taking to correct the problem. We a-lso ask

that you explain how you plan to prevent this from
happening again. If you need more time, let US know. why

and when you expect to complete your
correction. Please

Chief,
direct your respon-se to Betty coll}n~~ ,

IVD Devices

Branch, Center for Devices andlRadzologlcal liealth~
2094

Gaithez Road, HFZ-321, Rockville, Maryland 20850.

Einaliy, you should unde+and”-that ‘here a~~dm~a~k~t~ng o

Requirements pertaining to ~he,manufacture
medical devices- This let~e~ pertains only to the issue o

premarket clearance for YoW:d~vice and ‘oes ‘ot .

necessarily address other ob~$gations YOU have under the
law. You may obtain general information about all of FDA’

requirements for manufacturers of medical devices by
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page 3 - Pr.. Lappe. .

contacting our ~ivision of Smal> Manufacturers

at 1-800–638-2041 or through the Internet at
http:ilwm.fda. qov. .

Assistance

Tf you. have more specific questions about how FDA marketing

requirements affect your particular device, or about the

content of this letter, please feel
free to contact Betty

Collins, Chief, IVO Devices Branch, or Broden Staples at

301-594*4588.
r

Sincezely youtst

Steven M. Niedelman-
! i;: Acting Dixector
.. “!.;Office of Compliance

Center for Devices and
Radiological Health
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